###### Strengths and limitations of this study

-   Multisite study performed at three different wards.

-   Process evaluation integrated in the study.

-   Relatively small scale could pose a threat to generalisation.

-   A single-system experimental design enables us to closely follow the outcome measures.

Introduction {#s1}
============

It is well known that the nurse--patient relationship is the core of mental health nursing.[@R1] To create such relationships, it is essential that interactions contain emotional communication,[@R1] and to convey such care in their responses, staff should reach out to the patient as a first step in sharing that person's experiences.[@R6] Barker and Buchanan-Barker[@R2] conceptualised such human processes as engagement and later renamed it bridging.

Despite the long-known significance of the nurse--patient relationship, research in psychiatric inpatient care still reports unfulfilled expectations of, and difficulties in, interactions and relationships between staff and patients. Patients express a need for human relations with staff and for something to do, while staff say that they have ideals about providing good care, but their time spent with patients is limited by organisational chaos.[@R7] Patients and staff also seem to share negative experiences of contextual factors such as the environment, the lack of structure and activities, the disorganisation and the substantial power relationships.[@R9] Together, this leads to counterproductive care, experiences of stigma among patients[@R14] and signs of moral distress among staff.[@R15]

In response to the challenges outlined above, we need to proceed from descriptions to action. Several researchers raise nurses' need for time to devote to their patients.[@R11] Similar ideas are discussed by Cleary *et al*[@R19] and Polacek *et al*,[@R20] who suggest that the focus should be on creating conditions that enable engagement and the development of therapeutic interaction skills with a 'human touch'.[@R21] It has also been suggested that being given the responsibility and the ability to work in line with their ideals and engage with their patients could reduce moral distress among staff and improve both the quality of care and the chances of recovery for patients.[@R15] Together this indicates that nursing interventions focusing on quality interactions could help to solve the described shortcomings in care. However, in a review, Mullen[@R29] reported that such interventions, for example, planned dialogues and psychoeducation, are complex and difficult to implement in psychiatric inpatient care because of the demanding and chaotic context. This seems to still be the case, as such interventions are sparsely described in the scientific literature, which implies a need for interventions that create structures to allow quality interactions between staff and patients.

As a grass-roots initiative, one intervention aimed to create structures for quality interactions between staff and patients was developed in the UK in the early 2000s.[@R30] There are some descriptions of the practical structures of protected engagement time (PET) in the literature,[@R30] and evaluations of PET are ongoing in the UK.[@R33] The theoretical framework of PET is vaguely described in the early literature. However, according to Nolan *et al*,[@R33] the intervention is rooted in practice with a starting point in the staffs' situation as PET was developed on the basis of Karasek and Theorell's theory on job strain,[@R35] but with the nurse--patient relationship in the centre. The structure of PET requires that staff, for a fixed time during the day, dedicate their time exclusively to interacting with the patients. Other more administrative duties, visits and meetings are organised to be performed at other times during the day.[@R33] Through this, opportunities for interaction are both created and protected.

During the development of our intervention, Barker and Buchanan-Barker's theoretical framework[@R2] was added to highlight the centrality of needs of the patients and engagement among staff. There are obvious parallels between the content of PET and the philosophy of Barker and Buchanan-Barker.[@R2] They share an emphasis on engagement; both describe levels of engagement in supporting patients in psychiatric inpatient care, but they also take a pragmatic approach to interventions that should be shaped by prevailing requirements and available resources.[@R36]

Our intervention builds on PET, but expands the theoretical framework by adding Barker and Buchanan-Barker's theory.[@R2] To emphasise this theoretical expansion and to adapt the intervention to the Swedish context and language, the intervention described in this project is named Time Together (TT).

Study aims {#s2}
==========

The overall aim of this project is to test the effects of the nursing intervention TT and to evaluate the intervention process. The main research questions are:Does TT influence the quality of interactions between staff and patients?Does TT influence patients' levels of anxiety and depressive symptoms?Does TT influence staffs' levels of perceived stress and levels of stress of conscience?Does TT influence the prevalence of coercive measures, mean length of hospital stay and the use of PRN (as needed) medication?

Because this will be the first use of TT in Swedish psychiatric inpatient care there is also a need to evaluate the process of introducing it as a nursing intervention. Through this process evaluation, we aim to answer questions such as:How do staff and patients describe their experiences of the intervention and how do contextual factors influence the effects of the intervention?What are the relationships between the outcome variables and the degree of compliance with the intended intervention?What problems are there with recruitment and dropouts?

Methods {#s3}
=======

This is a multisite nursing intervention project using a single-system experimental design (SSED).[@R37]

SSED studies focus primarily on changes in one system and not differences between systems. Each system works as its own control and therefore a smaller number of systems are required than in other experimental models.[@R38] The process evaluation is performed in parallel to describe experiences and contextual factors of importance.

In this project, the evaluation of TT will consist of two phases (A and B) and follow-up, in line with the SSED. In the A phase, where the baseline is established, outcomes will be measured once every seventh day (weekends not included) for approximately 5 weeks. In B phase, TT will be introduced on the wards and outcomes will be measured once every seventh day (weekends not included) for 3 months. The follow-up will take place 6 months after the B phase. Both patients and staff will complete questionnaires and participate in interviews to assess whether the possible effects of TT are sustainable.

The project will be conducted from January 2017 to May 2018 at three psychiatric clinics located at three hospitals in two county councils in the north of Sweden. One psychiatric inpatient care ward at each clinic will participate. The samples in this study are then the three wards. As single-system designs aim at detecting changes within each system and not comparing these to each other, sample sizes in this tradition are comparably small and no sample size calculations are made.[@R38] Each ward constitutes one system and data for each system will consist of aggregated measurements from admitted patients and staff working on each ward.[@R37] This implies that that the total number of individuals is largely dependent on (1) the number of patients admitted to the ward at each point of measurement and (2) the number of staff members working at the ward.

Description of TT {#s3a}
-----------------

A description similar to that of Nolan *et al*,[@R33] in combination with Barker and Buchanan-Barker's description of levels of engagement[@R2] will be used as the basis for the introduction of TT. The basic model for the intervention will therefore be:Regular times for TT will be established on Mondays--Fridays, for a total of 5 hours.Registered nurses (RNs) and enrolled nurses (ENs) will be engaged in joint activities with the patients during TT.Engagement should involve interactions in either one-on-one sessions or group sessions including joint activities chosen by the patients.During TT, only one or two of the ward staff will manage the administrative ward duties. All other members of staff will engage with the patients.During TT, the ward will be closed to visitors and professionals from outside the ward.

For the intervention to be feasible, TT will be tailored to local circumstances at each ward with the points above as a basic guide.[@R40]

Setting {#s3b}
-------

The patients on the participating wards, admitted voluntarily or involuntarily, suffer from different kinds of mental ill health or substance-related and addictive disorders. In general, the wards have rules and routines, locked doors, fixed times for meals, smoking breaks and opportunities to walk outdoors. Nursing interventions such as joint activities, planned dialogues and psychoeducation are usually rare, and medical treatment is the norm instead. Those working on the wards are ENs in mental health, RNs, some of whom have specialist training in mental health nursing, a ward manager, residents and consultant psychiatrists. Other professions can be consulted when necessary. For a description of the intervention wards, please refer to [table 1](#T1){ref-type="table"}.

###### 

Description of the three intervention wards

  Ward no   Subspecialty                        No of beds   Total no of eligible staff
  --------- ----------------------------------- ------------ ----------------------------
  1         Substance and addictive syndromes   12           17
  2         Substance and addictive syndromes   12           25
  3         Acute mental health                 13           19

Participants {#s3c}
------------

All patients admitted to the wards during phase A, phase B and the follow-up of the intervention will be informed about the ongoing project by a research assistant. During phase A, all patients admitted to the wards will be invited to participate in the study by completing questionnaires. During phase B, the patients who participated in at least one TT session will be invited to participate through questionnaires, semistructured interviews and participant observations.

*Inclusion criteria for patients*: 18 years or older, admitted to the wards during phase A, phase B and/or follow-up. Experience of at least one TT session is required.

*Exclusion criteria for patients*: not fluent enough in the Swedish language to complete questionnaires and participate in interviews.

The researchers will invite all staff working on the wards during phase A, phase B and follow-up of the intervention to participate in the evaluation of TT.

*Inclusion criteria for staff*: staff employed at the ward during phase A, phase B and/or follow-up.

Data collection {#s3d}
---------------

Data will be collected through questionnaires and ward registers. In the evaluation of the process, semistructured interviews and participant observations will be conducted by the researchers and logbooks will be kept by the research assistants at each ward.

### Questionnaires {#s3d1}

The primary outcome measure for patients will be the quality of interactions with members of staff, based on the results of previous studies[@R14] that showed that, according to patients in psychiatric inpatient care, the quality of interactions influences everyday life in psychiatric inpatient care. Secondary outcome measures will be levels of anxiety and depressive symptoms. For staff, the primary outcome measure will be perceived stress, based on the results of previous studies[@R15] that showed that staff in interprofessional teams in psychiatric inpatient care moved from ideals to resignation because of organisational and structural obstacles. Secondary outcome measures will be stress of conscience, satisfaction of interactions with patients and quality of care. Demographic data will be collected for all participants.

#### Patient-related questionnaires {#s3d1a}

The Caring Professional Scale (CPS)[@R42] will be used to measure the quality of the interactions. CPS consists of 14 items answered on a five-point Likert scale. Validity and reliability has been reported as satisfactory (Cronbach's alpha nurses 0.97).[@R42]

The widely used and well-tested Visual Analogue Scale (VAS)[@R43] will be used to measure satisfaction with the interactions. The scale will be 100 mm in length, ranging from 'very unsatisfactory' to 'very satisfactory'.

The self-assessment scale The Hospital Anxiety and Depression Scale (HAD)[@R44] will be used to measure anxiety and depressive symptoms. All items are scored on a four-point scale. HAD appears to be reliable and valid and is shown to be sensitive to changes in response to psychosocial interventions.[@R44] The Swedish version was tested and shown to have satisfactory validity and reliability (Cronbach's alpha 0.90).[@R46]

#### Staff related questionnaires {#s3d1b}

The Perceived Stress Scale (PSS)[@R47] will be used to measure stress among staff. PSS consists of 10 items answered on a five-point Likert scale. The Swedish version of the 10-item PSS has proved to have satisfactory validity and reliability (Cronbach's alpha 0.84).[@R48]

The Stress of Conscience Questionnaire (SCQ)[@R49] will be used to measure the frequencies of stressful situations and the degree to which these lead to stress of conscience among staff. SCQ consists of nine items in two parts. The first part uses a six-point scale ranging from never (0) to everyday (5) for each of the nine items and the second part uses a 100 mm VAS ranging from 'No, not at all' (0) to 'Yes, it gives me a very troubled conscience' (5) for those same items. Previous studies have reported satisfactory validity and reliability (Cronbach's alpha 0.83 for the total SCQ).[@R50]

The VAS[@R43] will be used to measure staff satisfaction with their interactions with patients. The scale will be 100 mm in length, ranging from 'very unsatisfactory' to 'very satisfactory'.

The Quality in Psychiatric Care-Inpatient Staff (QPC-IPS)[@R51] questionnaire will be used to measure quality of care. This instrument is part of the QPC family of instruments that originate from the QPC study.[@R51] Psychometric tests have been conducted internationally and are ongoing nationally. No results have yet been published.

### Data from ward registers {#s3d2}

Data regarding PRN medication, hospital stays, use of coercion and violent situations will be collected from the participating wards' existing registers.

### Semistructured interviews {#s3d3}

Both patients and staff will be individually interviewed by the researchers, using a semistructured format.[@R53] During phase B, patients will be interviewed just before or shortly after their discharge from the ward and staff will be interviewed at the end of the phase. The participants will be asked to share their experience of TT's impact on the quality of the interactions. For staff, there will also be questions about TT's impact on their daily work and organisational issues that facilitate and complicates TT. For this process evaluation component of the study, the sample will be selected purposively by the researchers. We will strive at describing variations in experience of the intervention. This will approximately require 30 staff members and 30 patients (10 from each ward), however, interviews will be performed until saturation is achieved.[@R54]

### Participant observations {#s3d4}

Participant observations will be used during phase B. This approach, aimed to describe patterns of behaviours among individuals and groups in a particular culture, gives researchers the opportunity to share certain experiences with both patients and staff on the wards. In this project, observations with a focused approach will allow researchers to describe activities and interactions between patients and staff during TT.[@R55]

### Log {#s3d5}

During phase B, the research assistant at each ward will keep a log recording the number of TT sessions, their duration, the kinds of activities engaged in, and reflections on each session.

Analysis {#s3e}
--------

### Quantitative data {#s3e1}

Demographic data for participants will be presented as means and proportions. To evaluate changes during the intervention, both visual and statistical methods will be used to analyse data.[@R56] The visual inspection of data in SSED studies is described as a viable and approved method to analyse and compare levels, trends and variability between intervention phases.[@R38] For the statistical calculations, percentage of non-overlapping data statistics will be used. This is a calculation of the percentage of treatment data that overlaps with the most extreme data point exhibited at baseline.[@R38]

### Qualitative data {#s3e2}

Both the participant observations and the semistructured interviews will be analysed using qualitative content analysis (QCA). In QCA the focus is on variations in participants' experiences and presenting the results in categories and/or themes.[@R57]

Ethics and dissemination {#s4}
========================

The study has been approved by the heads of the clinical departments of psychiatry involved and the regional Ethical Review Board in Umeå, Sweden (Dnr 2016/339-31). All participants will receive written and verbal information about the aim of the study. They will be informed that participation is voluntary, that they have the right to withdraw without specifying why, and that confidentiality will be assured. Informed consent will be assigned by all participants. The findings will be disseminated through conference presentations and peer-reviewed publications.

Discussion {#s5}
==========

Introducing TT is not only an attempt to meet the needs described by patients and staff in psychiatric inpatient care, but also an attempt to come to terms with some of the shortcomings described in the evidence (ie, lack of structure and unmanaged chaos).[@R14] To our knowledge, similar studies are sparse in the international evidence and no similar projects have been tested or implemented in the context of Swedish psychiatric inpatient care.

The project, including the SSED and the process evaluation, will provide a first description of TT in a Swedish context. It is significant because studies of this type are sparse both nationally and internationally. Research in mental health nursing has a responsibility to take the next step since many of the problematic circumstances now are known. The development of interventions is a step in the right direction towards solving some of these problems.[@R58]

This study is performed at three hospital wards. Even though this may be considered a small sample with a limited generalisability, this study will still assess the effect of TT in this context. Such knowledge will provide a basis for further development and indications of what adjustments needs to be done to better suit psychiatric inpatient care nationally and possibly, even internationally in similar context.

Combining the SSED with a process evaluation has been described as highly valuable.[@R59] Collecting both quantitative and qualitative data will offer us opportunities to describe the introduction of TT from different viewpoints, enable us to capture a broad picture of the effects of TT, and enable us to evaluate the trustworthiness and quality of the introduction of the intervention.[@R59] This in turn could contribute to the development and dissemination of TT.

According to Craig *et al*,[@R40] a distinct theoretical framework is the basis of sustainable interventions and allows for better evaluations. Barker and Buchanan-Barker's concept of engagement[@R2] is added as a theoretical framework for this project. This stance, combined with the introduction of TT to the Swedish context will provide opportunities for further development of the intervention.

The composition of the research team provides a mix of experience in the context and the methods used for evaluation. JM, BML and UHG are experienced mental health nurses and AR and UHG have use SSED, including the quantitative methods used during analysis. All authors are experienced in qualitative methods.

In the first descriptions, the PET intervention is described to have its roots in practice rather than in theory.[@R30] This pragmatic approach has been preserved in the design of TT which will be tailored to local circumstances at each participating ward. This has been done in collaboration with staff working on the wards and patients have also been asked about what joint activities they want to be offered during TT.[@R56] Such an approach, according to Storm and Edwards,[@R60] is fundamental to promote user involvement. However, this could be seen as a study limitation as the intervention then is less standardised. Still, it has been key to introducing a feasible intervention that would be realistic to implement if it is proven to be effective. As described, we see the potential of the intervention because it does not require additional staff or costs, being in line with the wishes of the patients and the ideals of the staff.[@R14]
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